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Please circle your mswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specif?icall,y, a study in which. severely injured and bleeding patients would be 
enrolled without giving their irtformed consent? 

0 Yes MO 

2. If you were severely injured and bleeding and were being treated by the parame$cs in 
your ccmmunity, would you want to be enrolled in this type of study? 

Yes 
c) 
NT 

3. If a family me-mber of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

Ethnic background: 

Gender: Male Y Female 

Thank you for your participation today. 
Please call Arietta VariBreda at 703-504-3071 if you have any other questions. 



Download ali~d save this FAicrossft Word document. FiEl out the document, and e- 
mail it to ArBetta.v;tinbreda~inova.co~~. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. Jf a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the spa.ce below) 

YES 

4. @o you have an,y conxnents or concerns you wish to share with the investigators? 
- ---. 

--n _ul 

-- 

-- 

- 

.*5-z-- 

Age: 50 -- Ethnic background: Caucasian 

Gender: Male -- Female -X 

Thank you for your participation today. 
Please call Arktta VarBreda at 703-504-3071 if you have any other questions. 
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1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

YES 

4. Do you have any comments or concerns you wish to share with the investigators? 

Yes I think you are way be-hind in getting started. I would have thought that being No VA 
is at the forefront ofteclhnology you would have been at the front of this trial not at the 
back. But hey better late than never. Loudoun Resident 

Age: -42 -- Ethnic background . white 

Gender:- Male X Female -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 
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Dowlrpioad and saw this Microsoft Word document. Fill ont the document, md e- 
mail it to 1Prletta.vanbreda~inova.corm. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. Jf a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

YES 

4. Do you have any comments or concerns you wish to share with the investigators? 
--- 

Age: 50 -- Ethnic backzround: Caucasian 

Gender: Jvfale -- Female -X 

Thank you for your participation today. 
Please call Arietta VarBreda at 703-504-3071 if you have any other questions. 



Please cii-de your answers 

1. Would you support conducting a sttidy such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

Yes NO 

2. If you were sevlcrely injured and bleeding and were being treated by the paramedics in 
your cqmrnunity, would you want to be enrolled in this type of study? 

Yes No 

3. If a family merhber of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 

i.-T,.ew 

~~~ . - - 

Ethnic background: 

Gender: Male Female -- 

Thank you for your participation today. 
Please call Arietta VanEkeda at 703-504-3071 if you have any other questions. 



Download and save this Microsoft Word docnmenrt. Fill out the document, and e- 
mail it to Bl”le~ts.vainbreda(ii),iancPs7a.COP1Z. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

Yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

r -1 ..- 

Age: -58 Ethnic background: 

Gender: Male -X Female -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 70~~50&3071-if you have any other questions. 
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Bowlr~load arad save this Microssft Word document. PiEl cmt the dockment9 and e- 
mail it to Arl~tt.a.vanlbreda~inova.@cr~. -v .-_YU_ 

1. Would you supploti conducting a study such as the one described in this community, 
specifically, a study in which severely mjured and bleeding patients would be enrolled 
w&out giving their informed consent? (Type Yes or No in the space below) 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: 43 Ethnic background: Middle Eastem 

Gender: Male 

-- Thank you for your participation today. 
Please call Ar’letta Vanl3reda at 703-504-3871 if you have any other questions. 



Download and Steve this Microsoft Word document. Fill out the document, and c- 
mail it to Arlet$sa.v,antrreda~,~nva.crtm. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

Yes 

2. Ef you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

-. 

- 

-_- 

Age: -50 Ethnic background: 
White 

Gender: Male -X Female .- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3871 if you have any other questions. 



Downiozd and save this Microsoft Word document Fill out the document, aad e- 
mail it to A Klettta.vlanbreda~va.co~. -- 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, wiould you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. !f a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

4. Do you have any comments or concerns you wish to share with the investigators? 
-- 

Yes I think you are way behind in getting started. I would have thought that being No VA 
is at the forefront of technology you would have been at the front of this trial not at the 
back. But hey better late than never. Loudoun Resident 

Age: -42 Ethnic background white - 

Gender: Male _X- Fen;&.. 

Thank you for your participation today. 
Please call Arletta Vat-Bred-a at 703-584-3071 if you have any other questions. 



DownEoad and save this Microsoft Word documelat. Fill OQE the document, and e- 
mail it to Arletta.v;snbredlar(i~ova.co~. 

1. Would you support conducting a study such as the one described in this communi:jr, 
specifically: a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your commur~ty, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, -would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) yes 

4. Do you have any comments or concerns you wish to share with the investigators? 
s  

-- ,- 

Age: -25 
Gender Female 

Ethnic background: Camasian 

-Thank you for-your participationtoday.. . .._ ~. . 
Please call Arietta VanESreda at 703-504-3071 if you have any other questions. 
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Dowlrload and save this Microsoft Word document FilE out the document, a.& e-a 
mail it to Arletta.vanbreda@,hova.com. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolIed in this type of study? (Type Yes or No in 
the space below) yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

-- 

-- 

s  -- 

Age: -25 
Gender Female 

Ethnic background: Caucasian 

Thank you for-your participationtoday. 
PIease call Arietta VanBreda at 703-504-3071 if you have any other questions _ 
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Dowr;~load and save this Micmsoft Word dscnment. Fill out ‘%e document, and e- 
msi!! it to &.~Ata.vanbreda 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

yEs 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. If a family member of yours were severely i.njured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

YES 

A. Do you have any comments or concerns you wish to share with the investigators? 
-a- --w-.,. 

-vm- ,__a_-. 

1 -m --- -- 

-7--m 

-m-- 

- .___. - .-. -. 

-I__ 

Age: -33- Ethnic background: Caucasian _- 

Gender: Male Female X -- -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

Yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your cornxnunity, would you want to be enrolled in this type of study? (Type Yes or l?Io in 
the space below) 

Yes 

3. If a family rneinber of yours were severely injured and bleeding and were to be treated 
by the parainedics, would you want hiin or her to be enrolled i-n this type of study? (Type 
Yes or No in the space below) 

4. Do you have any cornnrents or concerns you wish to share with the investigators? 

-___y -- 

-- 

Age: -41- Ethnic background: White 

Gender: Male Female x .-- -- 

Thank you for your participation today. 
Please call Arietta VanBreda at ‘703-504-3071 if you have any other questions. 
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Dswnlotnd and save this Microsoft Word d.ocument. Fill out the document, and e- 
mail it to ~lett~.v:anbreda~ianova.csm. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 
Yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes oi No in 
the space below) 
Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 
Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

Ethnic background: Black 

Gender: Male Female X 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



4’EEDBACM FORM 

Download and save this Microsoft Word document. Fill out the document, and e- 
mail it to Arktta.vranbreda@,hova.com. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your comnunity, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be emolled in this type of study? (Type 
Yes or No in the space below) 

YES 

. 4. Do you have any comments or concerns you wish to share with the investigators? 

Age: -3l- Ethxiic background: Caucasian -~ 

Gender: Male X Female -- 

Thank you for your participation today. 
Please call Arietta Vatireda at 703-504-3871 if you have any other questions. 



____. __-. - .-- 

Download aml save this Microsoft Word doclement. Pill out the docnmenrt, and e- 
mail it to Arfetta.v,aaEbseda~ilaova.coxEx. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients wol:ld be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space lGAow) 

Yes 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 
.-w u-m 

No concerns. I think it’s important to participate in studies such as these to improve the 
quality of medical treatments. -.- 

-- -_I. - 

- II- 

Age: 42 Ethnic background: Caucasian 

Gender: Male -- Female X 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



__ ._..~ .--- - 

Downbad and save this Microsoft Word docnarent. Fill out the document, a.nJ e- 
mniE it to Arlle~a.v,s~hreda~~ova.coon. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? (Type Yes or No in the space below} 

Yes 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your cormnunity, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

Yes 

3. If a fan-my member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

Yes 

4. Do you have any cormrents or concerns you wish to sha.re with the investigators? 
I-- 

- s-- 

_I- 

Age: 44 Ethnic background: Caucasian 

Gender: Male Female X -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-404-3071 if you have any other questi0n.s. 



- ~. -.. --. ..~._. ..____ .~ .-__..-- .-----.~-- -- ~. _.-.-. .~ .--. 

Download and save this Microsoft Word domment. Fill out the dcxument, and e- 
mail it to ~IettB.v:sP~breda~inova.colilia. 

1. Would you sujqxrt conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

Yes 
2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

Yes 
3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the space below) 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 

--.-.-- -____- ____ .--_---- __.__ ~~~~~~~ ~~ 
I have less concern about using this product than I have over emergency use of blood 
supply in this day and time. The risks are reasonable. 1 I_- 

Age:...,6 1 . - - -- Ethnic background.:. 
caucasion 

Gender: Male Female x -- -- 

Thank you for your participation today. 
Please call Arietta VarBreda at ‘703-504-3071 if you have any other qestions. 



(a) The bstituticna? Review Board (IREI) responsible for the review, approval, aDd coskn”ing ret il;w 
of the &u&al investigation descriiied in this section may approve thai investigation without 
reqiring that informed consent of all research subjects be cbtt& if the IR.B (with the 
concurrence of a licensed physician who is a member of or consultant to the DXB and who iq not 
oiherwise participating in the clinical iuvestigatior$ f5~A.s and documents each of the fo~owti& 

1. 

2. 

3. 

4. 
5. 

6. 

7. 

The human subjects are in a life-l%lreatening situation, ava*&ble treaiments zre 
uxproven or unsatisfactory, and the collection of va!id scientific evidense, which 
may ixlude evidence obtained Cxough randomLed placebo-control&d 
imestigations, is necessary to determine the safety and effectk’eness ofpaitic~k 
iutervelltions. 
Okairing informed consent in not feasible because: 
i. The snbjccts w-ill not be able to give their informed consent as a result ~1 their 

medical condition; 
ii. The intzntention under investigation must be administered before cons~llc from 

the subjects legally authorized representatives is feasible; and 
iii. There is no reasonable way to identify prospectively Ihe individuals likely to 

become eligible for participation izl the clinical investigation. 
Paticipation in the research holds out the prospect of direct benefit to the subjects 
beccause: 
i. Subjects are f%cing 3 life-threatetig situation tixt nccessiWes interven.tiQx 

ii. Appropriate anim&l or &her preclkical s@ldies bave been coDdI.xted, axxl the 
information derived from those stxlies and related evidence support the 
potential for the ink%ventiou to provide a direct benedit to tie individux! 
subje&s: and 

iii. Risks associated with the investigation a.re reaso~bk in relation to &at is bow 
about the medicA condition of the pAed ckss of subjects, the risks ami 
benefits of standard thez-a~y, if Amy, and what is knc~v,x about the risks an 1 
benefits of the proposed i&rvention or activity. 

The cLnics1 investigatio~l could not practicably be carried out without the waiver. 
The propcsed investig&onaJ pIan do&es the langth of the pnt~tial &e~zfy&ic 
Window based on scientifk evi&nce, and the inves!igator has comti~~ed lo 
8ttanpting to contact a legally a&or& d repsesenta tive for each subject wit&xt thB.t 
window of time and, if feasible, ask&g the kg&y zirJ;horized represenfatii;~e 
cox&ctcd for consent within +&at wkdow rather t&2 proceezkg witbo?mt cor?s~,nt. 
The investigator will summarize e!!&ts nladc to contact Iegally W&orized 
representatives and make ti% tiormation available to the IFS3 at the time of 
continuing review. 
The IN3 has reviewed azd approved informed consent procedd~res md a2 i&armed 
consent document corasistent with W.25. These procedures and the Sormed 

-- - amsent doixmxnt are to-ix-used wi?h-mbN?~ -or-&e@ -kg&y-a&k&e& --- -~ 
representatives in situations wkre me of wch procedures a+nd documeirts is ftxsible. 
The RI3 has reviewed and approved procedxxes and information to be used w hen 
poviding an opportunity for a faily member to object to a sxbject’s particip ztioz in. 
the ciin;ca.. investigation consistent with paragraph (a\(7fv] of f&is section. 
Additional protection of the rig&s and welfare ofthe subjects tiii $2 provided 
ixlndiug, at least: 

i. ComG&on.(inc!dixg, w&xc: appropriate, c~qsul~ation car~3ed crr~f by tlxe EXB) 
with representatives of +ke conxmtities in which the clinical inlvestigz.ti.tiorJ v&i1 
be coadxted and from whkh the subjects will be drawn; 

ii. Prrblic disclosure to the comma dies !n which the clinics kvestigation ~i.!l Le 
conduc’ted and &om+ich t5e shbjec:s will be drawn, prior to initiation ~ftk 
clinical investigation, of’plms for ?he investigaliou arrct its risks aT;d eqeCt:tei 
benefits; 



. . . 
1lL 

iv. 

V. 

&blic &cc ..C”3JCe of SI :Gm infon :S.tion fOL7P kg corr.T1 Try1 of&t.; _ $i.cd 
i-mestigati~a to apprise ix comtit/ s.nd resec:chers of :_ 3 study, iwc’ dhg 
the demogq&ic chamcteiistics of the reaxm~ pop!atiorb 2.0~3 its results; 
Establishment of an k>dcpeudeut data mmitoring corm&tee ‘m mzcise 
oversight of the cho~czl i-nvestigation; md 
If obtainhg infbmd consent L not feasible and a legally authaxized 
representdive is not reasonable avsikb,ble, the iuvestigstor has cm&ted, if 
feasible, to altemptig to coutiict within the therapeutic window the subjsct’s 
family member who is not a legally authorized representative, and i&kg 
whether he or she objects to the subject’s pa~&pation in the chticz.! 
iuvestigation, The invesGgator will suz~ ef3ixts msde 10 contact family 
members md make this information available to the RI3 at the time of 
contiming review. 

-. (b) The RI3 k responsible for emuring that prodedures me in place to isz.fom, at the earliest fc srsi’ok 
opportunity, each subject, or if the subject rem&s incqmeitated, a legally authorized 
representdive of the subject, or if such a represeutstive is uot reasombly avsilnbk, a fan+{ 
member, of the subject’s iuch~ion in the ch.Gcal iuvestigatiou, the deizik oft% kwestige7tion and 
bther idormation coutzked iu the iuforrmd couseut dommeut. The INB shz~?l aho ensure thG 
there is a procedure to inform the subject or if the subject remaim incapacitated, a iegzlly 
authorized re~resent&ive of the subject, or if such a rqmsmtative is uot reasmably m&&~le, a 
family member, that he or she my discon$ftue the suloject’s partki~2tiou at a.uy time without 
pen&y or loss of beuefits to which the subject is otherwise entitled. If a leg&y authokzerl 
xpresentative or f&&y member is told &out the chnicai investig&im and the subj:jct’s C.2 ~?ition 
improves, the subject is also to be infomed as soou IS feasible. Lt” a suhj?ct is m&red ~&to a 
cIinkaI iuvesi.igation with waived couseut 2nd the s-abject dies before a Iegshy aukkzed 
representative or family tnernber CIB be contacted, information about t&e clitical investigatihan is 
to be Fro?!ded to the seahject’s legally authorized representative or fkrnily rneruber, if fess&le. 

(c) The l2.B deterrniuations required by psrs;graph (a} of ihis section end the docurnentati~~~ ni;ti.ced 
by patqraph (I:) of this section are to be retained by the IFS3 for at least 3 yrzr~ ST&X coq3etion 
of the ctic;nl investigation, and the records shah be accessfblle for inspectim and cop@& by 
FDA in accordmce with 6 55.115Cb) of this chapter. 

(d) Protocols involving an exception to the iuforzed conseut requiretnent under thks s&-ion rn:.~~t be 
perforrued odor B separate investigational nevv drug appl&tion (ND) or inv&gatiortal Gevke 
exeqtim (IJX) that clearly identies such protocols and protocols that .azty ti~:hrde subjects T++O 
are uuable to consent. The subrnksiou of those protocols i 1 a sepsratJ INDDB is reqti& i Yen 
if an INIl for the same drug product or an IDE for the same device r&eady exists. Apphcstiw s 
for investigations under this se&m may not be subruitkd as atneud~~~euts u&r 36 3 12.?&o; 
812.35 of this chapter. 

’ (e) Jfan RI3 deterrniues tbst it cannot approve a tshuic~ iuvestigation becsuse the investigsticra does 
not meet ihe criteria in the exception provided under p~sqraph (aJ of this section or becau::a of 
other relevant ethical concerns, the B-B must doc~uzuent is .!indings and provide these Sudi,~g;. 
promptly ifl writ&g to the clinical investigator a& to the sponsor of the din&l irsvestigsrtkz. The 

-- qmsat sf~~:~~~~--~-pro~~y disdo~e~~orin2~io~ trri%A-md tc thz 
sponsar’s clinical investigator who are ~zrkipe.ting or are asked to p&tip@ in &is or s 
subslatially equivalent clinicd irivestig2tim. of the sponsor, and to other IRKS’s thar hzve L- ee:J, OF  
are, asked to review this or a substantia~!y equivalent iuvestigatiou by that spor~r. 

[dl FR 514?3,515;!9, Oct. 2, 29961 



Why fs this stlirdy hieing conducted? 

To evaluate the Etfe-savingpotential of PolyHemeB when given to severely injured 
patients and bleeding patients, starting at the scene of injury 

What is the tit.tle of iaiis study? 

A Phase III Randomized, Controlled, Open-Label, Multicenter, Parallel Group Study 
Using Provisions for Exception from Informed Consent Requirements Designed to 
Evaluate the Safety and Ef$cacy of Poly SFH-ID Injection [Polymerized Human 
Kemoglobin (Pyrtdoxylated) PolyHeme@] When Used to Treat Patients in Hemorrhagic 
Shock Following Traumatic Tnjtzrries Beginning in the Prehospital Setting 

What is the design of this sttdy? 

Patients in “hemorrhagic shock” will begin to receive either the standard of care (Sal,! 
water) (control) or PolyHeme (investigational treatment). Treatment would begill befxe 
arrival at the hospital, either at the scene of the injury or in the alnbulaxe, and contilme 
during a 1%how psstinjwy period in the hospital. 

Lrt the hospital, patients in the control group will receive salt water for hydration and 
blood if necessary to boosts oxy,oen levels. Unlimited doses of each are allowed. 

Patients in the treatment group will receive salt water for hydration and PoIyHeme@ to 
boost oxygen levels. The maximum dose of PolyHeme will be 6 units duringf%t 12 
hours. Blood will be used thereafter. 

Kemurrhagic means the patient has experienced massive blood loss 
Shock is a l$e-threatening condition that might include: 

e Dangerously low bloodpressure 
Q Internal organs don ‘t receive enough oxygen and have dt$+Zctdty 

fiaxtioning 
e Might lead to death 

Trauma is the leading cause of death among Americans under the age of 45. 



arrive at the hospitui!, they are given blood after typing and cross-matching is 
accomplished. 

Who wouEd be elighle for the study? 

Patients who have lost a Iasge amount of blood and are in shock 
Patients who are at least I8 years old 
Patients who have sustained severe itzjuries 

Who would be excluded from the study? 

I;J70men who are obv,iously pregnant 
Patients with severe brain injuries 
Patients who require CPR to maintain their heartbeat 
Patients with “unsurvivable” injuries 
Patients who are known to object to blood transfusions 
Patients who are known to r&se resuscitation 

PolyEhne@ ir ait oxygen-curlying blood substitute madeporn human blood. 
PolyHeme@ requires no cross matching, therefore it is immediately available an.d 
compatible with all blood types. PolyH<me@ is highly ptEr$ed to reduce the risk o~~vl’rai 
disease transmfssion. It has an extended shelf lr$e of over 12 months. 

1% cIinica1 trials to date, PolyHeme@ has demonstrated no clinically relevant adverse 
effects. 

Past studies have shown that PolyHemeO carries as much oxygen as blood, has not 
cuused organ damage, keeps people alive who have lost all of their own blood, and car: 
be inftised vp -to F*Q- ti.es a person ‘s e&e Hood volstme~- -- --- 

Has PolyHeLnefB been tested QQ hUrn%raS beftm? 

There have been 5 h:umavz clinical trials of PalyHemeB. 

Over 300patients have been treated, including patients in a hospital-based trauma tr!<?l. 



In the Phase 11 hospital tumma trial, PolyHeme@ signt$cantly increased survival 
compared wt’th historical controls. 

What is 3n exception frmn idmned ccmsent? 

Regulations established by the Federal government, (21 Code of Federal Regulations 
50.24) spec$es the ~con&tions under which an exception from informed consent so that in 
emergency situations, research can be carried out even when consent is not possible 
because of the nature and extent of the patient’s injuries. 

Why WLS such m exceptictn grzmted in comectiorr with this sturdy? 

Patients are in a i~&threatening situation, available treatments are unproven or 
unsatisfactory, and the collection of valid scientiJic evidence is necessary to determine 
the safely and effectiveness ofparticular interventions. 

Participating in the study has the prospect of direct benefit to the enrolled patients 
because: 

* Patients are in a lif-threatening s&ation that necessitates inierventio~z 
Q Previous studies demonstrate the potential to provide a direct benefit tti 

enrolled patients 
(B Risks associated with the use of the PolyHemeB are reasonable in 

relation to what is known atout the patients ’ medical condition, the risk 
and benef*its cf standard therapy, and the risks and benefts oJTthe 
proposed intervention 

It is exyected that patients wil! be unable to give informed consent because the extent of 
their injuries and the fact that they are in shock. 

iThere won ‘t be time to find and askfor consentfiom the patient’s legally authorized 
representative @AR) before beginning treatment. 

i%e U.S. Food and Drug Administration (FDA) under regulations called 21 Code of 
Federal Regulations 50.24 spect;fies the conditions under which an exception from 
informed consent may be obtained. l%e Institutional Review Board (.RB) associated with 
each hospital approves its use locally. 

Patients can withdraw from the study at any time by nottfying the investigator. 



-.- .-. -- 

Pat-ients will stiIi receive the standard cf care tf they decline to participate in tins steady. 

What are the poted3.l beesefits of prtictpatkarg fan the stmdy? 

PolyHeme@ may increase the likelihood of survival afler traumatic injury. 
Patients might avoid the risks qf blood transJision. 
Patients might avoid a reduction in the function of internal organs that sometimes follow: 
blood transfusion. 

c This study may help.patients in the&We. 

What sr6 the pterntial i-i&s of partictpathmg frtl the statdy? 

Rash 
Increased blood pressure 
Kidney or liver damage 
Transmission of hepatitis and HIV viruses 
Unforeseen ha.penings 

There is no charge to the patient to participate in this study. I&e study sponsor will pay 
the costs of certain l&oratory tests that are required. 

WilI patients get pa.id to parikipate? 

No, patients +vill not Ee paid to participate in this study. 

Northfield Laboratories Inc., Exnston, IL. For more information, visit 
IQWW. north~e1dlab.s. teem 



PolyHeme@ 
Trauma Trial 

commuility 
Consult.ation 

Inova Regional Tramma Center 

Jnova Fairfax Hospital 

Falls Church. VA 
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Clirkal Investigators 
l Samir M. Fakhry. MD, FACS 

C:tief. Trauma Swvices 
how Regional Trauma Center 
Associate Chau for Research and E~ucution 
Ccpartmeot of Surgery 
Iuova Faufax Hospiral 

l Christopher P. Michetti, MD. FACS 
General Surgery, Trauma, & Swgicd Critical Care 
ham Reglocal Tmuma Cem.er 
I.novs Farfax Hospital 

* Trauma Sends 
3300 Gallows Road 
Ellis Clwch, VA 22042 
X3-376-2274 

f 
! _. Study spo”sor _ .- 

t 
NorthField L&oratories .hc. E 

-- -.- .-.- * - 
I 

l Developer of the oxygen-carrying blood 
substlmre c&d PolyH em@ 

l Conducted muiuple studies with PolyFLeme 
over the past dccadc 

0 Most studies have been witk injured ‘ram-m 
patiants 

L I -- 



Study Pux-p~se 

i 

What is Hemorrhagic Shock? 

I Hm2on-h&c: massive loss of blood 

Shock: life-threatening conditic~n 

l Dangerously low blood pressure 

l Internal organs don’t receive enotigh oxygen 
and have difficulty functioning 

l Might lead to death 

I Need for Improved Outcome - __.. -~ .~ - _..- - - 
* The Center for Disease Control (CDC) lists 

h2wna as the leading c3.1~sc of death among 
Americans under age 43 

* Thousands of trauma patients die each year 
I 

l Mzny of these patients die: because the 

I 
“standard of ca& cam~~t reverse the 
damaging ei’fects of hemorrhagic shock 
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What is the Standard of Care? 

------I 
Represents the cixment treatment 

In the Hospikd 
The patient receives 

salt water 
and donated blood 

I Standard of Care Limitations I 

0 Sdt water does not carry oxygen, unliiie 
blood 

l Withcut enough oxygen, the body and its 
intemai organs have dif?Iculty functiozing 
and cxi stop working (organ failure) 

Standard of Care Limitations 

e .Don~ed blood takes time (4560 minutes) 
to be matched for eackt patient 

l Patients who receive more than 6 units of 
donated blood in the first 12 hours have a~ 
increased risk of orgau faiiure 
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What is Pol:yHeme@? 

I 

I 

1 unit of PolyHeme 

1 unit o=f blood 

I 

What is Pol;rHeme@? 
l Made from human 

b!ood 

* Compatible with all 
biood types 

= hnmcdiat~ly available 

1 
l Reduced risk of VA! 

disease ivml load 

-- -__... _- 

I reduced over a billion 
times) .-- 

I-------- 
f 7 

why l$e PolyEeme@? 1 

I * PolyHeme was developed to mat blood loss 
when blood is not avai labk 

i 
l Blood is net availabbie in the ambl;Iance 

f 
l PoiyHeme will be immediately available in the 

ambulance and caxics oxygen 

l Poll%feme CM reduce the ase of donated 
blood in the first 12 hours after injury, and 
might avoid potsntial organ fti1u-e I_/-. 



PolyHeme@ Experience 

0 Polyl-kme has been studied in more than 
300 individoals and 5 different clinical trials 

l PolyHerne has been extensively studied in 
hospitalizeA trauma patients 

Past studies have shown that PolyHeme 

* Carries as much oxyger as blood 
(1 urut of PolyHeme = wit of blood) 

l Reduces need for donakd blood 

0 Has not caused orgm damage 

* Has replaced up to two times a person’s entire 
blood vohme (2 x 10 wits = 20 units) 

1__ 

--- 



Trial Design: Before the Hospital 1 f 

Severely in&red trauma patieats wiEl be 
cmigned to either (E,W o-f two grmqvs 

by chance 

I 
Co&ol Test 

Receive salt water Receive PolyKeme” 
I 

Ambulance Infusion 

-..- 

-- - 

- 

---II_-- 

* 

-- 

-- 

Trial Desizn: At the Mos~ital 

l Sail wate;for 
fi~dR&iO~ 

* Donated blood to 
boast oxygen ievels 

15 Salt water for 
hydration 

1’ PotyHeme@ to 
boost oxygen levels 

‘8 Maximam dose of 6 
utiits durmg f&t 12 
bOllIS 

1) Donated blood will be 
used thereafter 

-.-.-“_I_ 

I_.- 

--- 



I ------I 
I Vi%0 Would Bs Excluded? 

I * Patients who are l Patients who reqnixe 
i obvious!y pregnant CPR 

0 PaTiieils who have 0 Patients with known 
sevex head or brain objectiox to biood 
injxies ‘transfmons 

l Pa5er~s who have 0 Pa!ients w1t.h known 

I 
“uns:rrvivable” orders not to 
injuries resuscitate 

--m- I_--.---. I .we%.,.s. . i_ 

s---m ..--- m..l”-.-,in 

-.=c- -------l-^-LI- 

--- -___---.- 
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0 Northfield Laboratories received cleztnce 
to proceed with this study from the Food 
aud Drug Administratkjn (FDA) 

0 The FDA authorized the use of an exception 
from informed consent requirements for this 

I 

study 

-UN.- -- 

-- 

What is Informed Cmsent‘? 

A process by which patients make informed 
decisions about pticipaiing in research 
studies 

e Traditionally required ix all research stitdies 

0 Research studies com.p;~re 2 mztrnents 
!standard VS. investtgationei) 

1 . Doctors describe each c’f these po:enrGl 

i 

tteatments 

I -- .) 

A process by which patients make infaImed 
decisions about participating in research 
stndies 

* Patients are informed o F the potent:al risks and 
pctential benefits assoc.eted with each of these 
treatments 

* Patiem choose whethe* to participate in ttle 



___- -_- -.. - .__-. ~~-_-- __-- 

What is Excqtion from Infomed 
Consent? 

-. 

-wI_x_ 

m. .  

l-------y 
How Can That Be? 

A federa regulation (21 CFR 5: 24), created 
in 19%, aii!Ows certain studies that ‘meet the 
fo!lowing criteria to use this exception 

= Pdknti’ lives must be al risk 

c Available uea*aents are not satisfactory 

l Patients are unab!e to give cmsent 

l Potential risks are reasonable 

A federal regulation (2 1 CR3 50.24), created 
in 1996, allows certain sixdies that meet the 
foIlowing critia to use this exception 

l Participation in the rexarch could provide a 
&rect benefit (2rcreoseJ sr;rviral) to the patient 

= The research cou!d not be praczicably carried 
out without an exemption 

- -. . .  
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Consent Safegtiads 

* If possible, the pati::nt <or a legally 
authorized representative (LAX) can give 
consent before the pstient is enrolled in the 
study 

l If consent cannot be obtained before 
enrollment, frequent attempts will be made 
tc contact the patient’s LAR arrd family to 
describe the study 

. ..-.I_- 

-,---- 

Consent Ss.feguard.s *-- 
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Potential Benefits of PqlyHerne@ 

l Might increase the like&o& of srcwfvd 

l Can enhance the amount of vilal oxygen 
I in the patient’s blood 

l Is compatible with a!1 ‘o!ood types 

* Is immediately a~tilabie 

l Has reduced risk of viral disease 
(viral load reduced OYX a billion times) 

- ,_y_ 

II-- 
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I Potential Risks of PolyHemea 1 
I 

* Rash 

* Increased blood pressure 

I 0 Kidney or liver damage 

I l Viral infectiion (NV, i~~epatitis, etc.) I 

I l Unforeseen happenings 

f , 

-e --I 

-.-- -a-, 

.  .  -my- 

me- -._ .-- 

Patient Protection I 
-- -m.-- 

The Institutional Reviel:v’ Board (IRB) is a 
group of medical, scienMc, and nonscientific 
members of the commn?ity 

l Reviews all proposals foi reseaxh on humans 

* Assures patient safety 

0 Monitors con-mu&y “eedback 

--* .-I_--,“----.. 

-___2_ P-z, ” 

- --PI---- --,- _. 

-cm - -.-/.. i, 
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* The IRB will decide whether or not to allow 
this hospit to participate in the 
PolyI-Ieme@ trial 

* An iudependent data monitoring comrnkee 
will oversee the trial 

l ‘The FDA will be lcep:: informed of the trial’s 
progress 



* The results of the study will be revealed to 
tile community after th: tial has been 
completed 

0 Those who do not wan: to p&c&ate in the 
study can [wear a specl al bracelet] to 
exclude themselves 

Questions 
or 



I am writing to inform you about a research study that may be conducted at Inova 
FC irfax Hospital. 

Inova Fairfac Hospital is one of few Level I tmuma centers in the U.S. chosen to 
participate in a research study to evaluate the safety and efficacy of PolyHemeO, 2~1 
oxygen-carrying blood substitute, in increasing surviva: of critically injured and bleeding 
patients. Study treatment will begin before arrival at the hospital, either at the seen!% of 
the injury or in the ambulance, and continue during the initial 12-hour post-illjury period 
in t-he hospital. Since blood is not presently carried in ambtalances, the use of PolyEJomo@ 
in these settings has the potential to address a critical unmet medical need by providing 
an oxygen-carrying solution where blood is currently not available. The study will 
compare the survival rate of patients receiving 3ol~+IemeO to that of patients who 
rece:ive the current standard of care, which is saline (salt-water) solution. 

Because the patients eligible for this st;lrlji are unhke!y to be able to provide 
prospective informed cons.:nt due to the extent and nature of their injuries, the studjl will 
be conducted urlder j;‘ederarsl. regulations that aloxr for climeal research in emergency 
settings using an exception fi-om the requiremeSnt for informed consent (21 CFR 5034). 

Research at Inova Fairfax Hospital is overseen by the Western Institutional 
Review Board (WJRB). WJ.333 is a group ofpeople who perform independ.ent review of 
research. The tradnional approval of a research study includes a requirement that 
informed consent be obtained frem patients before em-olh~ent can occur. Under tke 
current regulations, the iustiiutionai review bosrd respcnsibte for the review, appro.raJ 
and continuing monitoring of a research study may g’ lve approval for patient em-olh:~eA 
in si~dses in emergency situations with0u.t requiring informed consent prcvidcd specific 
criteria are m.et. The patients must be in a life-threatein~ 3 situation, and the experirtrcntal 
therapy being evaluated must offer patients the potential f;3r direct clinical benefit in the 
form of increased survival. 

Before enrollment can begin, the regulations require public disclosure of 
informatioon~about the stud;:, including the potential risks-azd expected benefits; 
Consulration must also occur with representatives of the com~mumty where the study 61 
be conducted and from which the study population wi!I be drawn. Tine process is hi~@~i:! 
indi.viduahzed and is tailored to the specific community and patient population involved. 
Our institution is beginning this process now. The purpose of this letter is to provide you 
with background information about this study. 

PolyHeme@, manufactured by Northfield Laboratories Jnc. of Evanston, Illin&, 
3s a universally compatible, immediately available, oxygen-carrying blood substitut:z 
designed for use in urgent blood loss when blood is not immediatel;~ available. 
Northfieid Laboratories has completed five h~uman research studies over the past decadt:. 



We are excited to be included in this research study. Trauma-related injuries are a 
leading cause of death amorrg Americans under 45 years old, according to the CDC’s 
National Center for Xnjury Prevention and Control. In fact, almost one in five trauma 
patients natlonally die from their injuries. We believe that if we can begin to treat these 
patients very early with an oxygen-carrying solution and keep their hemoglobin levels up, 
we might well see more suri4vors airkong trauma victims in our community. 

Please kel free to ccntact me dim:tly shou!d you wish to discuss this study and the 
impkations for o-ur community. Pkase join the Inova Research Center and Inova 
Trauma Services in the Physician’s Conference &enter on he camps of ?nova Fairfax 
Hospital on Monday, Ma.rch 7th, Tuesday, March lSth or Tuesday, March 22nd to leglin 
more about this research study. Al meetings begin at 7:OO pm. Please also visit ou.f w3b 
site at www.inova.org and look for the PolyHeme Trial under either Inova News or -. 
Health Tnformaticn. 

5 can be reached by calling 703-504-30’71 0 -----.-* 111 advanced I thank you for your interest and 
time. 
If you do not wish to receive future mailings fkom fnova Health System, please contact 
us at 703-321-251 I. 

Sincerely yours, 

Samir M. Fakhry, M.D. 
Pxincip3.l Investigator 
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LOrganizatim JStraet Address 1 City JState IZip ] 



-~~ 
I Street Address 

Abiding Presence Lultxxan Chum-ch RUik? jVa 22015 
Abundant Life Family Church I -Fw 22030 
Accotink Unitarian Universal? Church 1Burke /\/a 22015 
Ambassador Bible Church / Falls Church Va 22046 
American Lutheran Church ; Fairfax Va 22032 
Annandalq Church of Christ j Aiinandale Va 22003 
Annandale United Methodist $hurch Annandale UA 22003 



















Organization Sweet Address 
I 

Christ Presbyterian Church I 
Christian Science Church / 
Christian $cience Church 1 
Christian science Church 
Christian Way Baptist Street 1 
Church of Ghrist 
Church of God Hafzi-Ba i 
LIIUICII oi:~esus Ciirisioi iD$ -\I-...-,. -r, I. _ 

Church of ‘Jesus Christ 2 LD$ 
t- Church of:Jesus Christ of LDS 
Church of iReligious Science / 
Church of #the Aoostles I 

, 

Church of /the Good Shepard 1 
Church of ithe Good,Shepher(l United Methodist Church 
Church of!the Nativitv 

, 
, 

Columbia Ba$isf Church ; 
Comm- Church of God I 
Community Church of God j 
Communifv of Christ ! 
Congregaiion Olem Tikvah ; 
Crossroads Baotist Church I 
Culmore united Methodist Cijurch --I 

Dunn Lori(-tg United Methodisf Church I 
EbenezeriKorean Church 1 

- 

Eckankar Center 
Eoinhanv Bvzantine Catholic iChurch 
Fair Oaks/ Church I 
Fairfax Adsembly of God 1 
Fairfax B&fist Church / 

ICiiv 1 State /Zip 1 

ifairfax f IVa i 220331 
jspringfield 
) Fairfax 
ISorinafield 
[Falls Church 
ISorinafield 
[Falls Church 
Mnnandale 
IBurke 
1 Falls Church 

II/a 122151) 
IVa 12203q 
IVa I22151 I 
(Va 122046 
IVa I22150 
IVa j-22046 ] 
IVa i 220031 
IVa 122015 
IVa ---I I22043 
I-- 

I Fairfax IVa 
Burke 
Vienna 
Burke 
Falls Church 

Va 22015 
VA 22181 
Va 22015 
Va 23349 

Fails Church IVa 122041 

] Fairfax 
1 Fairfax 
Fairfax 
Fairfax 
Fairfax 

Va 122032 
Va 122031 
Va ! 22033 



.--- 
L Orqaniration 

-- -..-- 
-L Stroc?t 

t 
IFairfax K&an Church 

I- 

Fairfax Presbyterian Church j 
Fairfax Seventh-Day Adventi? 
Fairfax Unjted Methodist Chr i 
Fairiinoton’ United Methodist church 

Falls Chumh 
1 
I 

Falls Church Church of Christ 
Fails Churkh Presbyterian Church 
Fellowship of Chrisl;an Athlts 1 
First Haptist Church 
First BapzsTChurch 

j 
I 

First Baptist Church 
First Baotfst Church of Sorinofield 
First Baptis; Church of Viennd 
First Presbyterian Church j 
First Presbyterian Church / 
First United Methodist Church 
Friendship United Methodist church 
Galilee Korean United Methodist Church 
Gallowav ,United ivlethodist Church 
Gideon Korean Baptist Churoh 
Elencarlyh Rd Baptist Churctj 
#Global Mission Church j 
God Is Love Baptist Church ! 
Good Sheoherd Catholic Church 
Grace Chhst!an Reformed Church 
Grace YrBsbyterian Church j 
Graham Road United Methodist Church 
Greater Litt!e Zion Baptist / 
Gmzier Pentecostal Te~nci* : 

icly Cross Korean Episcopal Ciiurcil 
I-WV Snirit Catholic Church j 

Address 
-- 

State - Zip 

ii/a I 2: 

i Fairfax IVa 12: 
I 

/Alexandria 
I Werndon 

IVA I223c? 
n37n IVA 12 

1 Falls Church jVa 1220431 
iFalls Church IVa I22046 
1 Fails Church IVa 1220411 
1 Falls Church 
i Fairfax 

jVa 122046 
IVa i 22032 

ISpringfield IVa 122150 



Organization 
I 

-- IStreet Address ICity \ IState Zip 

Hoiy Spirit Wesleyan Church [ 
Holy Trinity Lutheran Church i 
Hope Lutheran Church / 

ldylwood Presbyterian Church 
tgtesia Dautlsta Hispana Emanuel 
Iglesia Batitista la &an j 

~lalesis de trios de La Profecirj 
‘immani:il i3lbie Church 
lmmanuel Church%- j 

--I-- di 
lmmanuel :Untted Methodist Church 
lnalesia Adventists Cla Falls hurch 
Jehovah’s; Witness 
Jehovah’s! Witness 

I 
I 

Jerusalem Korean Bal?ist I 
Presbvterian Church 

L Jordan Korean Baptist Church 
Ina of Kinns Lutheran Churdh 

t- 

K :e 

Knox P re$byterian Church j 
(Korean Evangelical Church j 
I Korean Methodist Church I 
Korean Pilgrim Community C. urch 
Korean Presb terian Church i .> 

ILittle Rivck United Church of Christ 
Living Sqior Lutheran Church 
Lomax AME Zion Church ! 

t Lord of Choice Christian Church 
I---- 

.--- 

if=-- 

-.. _- 
L&-&t% San+!-:: Chiurc,fi___L- --I 
McLean Korean Prasb@Man Church ----- 
Messiah Presbytarian C%?& -b-T-- --_----- - 

knandale 
--k%lls 

1 Annandale 
1 Fails Church 
IAlexandria 
1 Fairfax 

IVA 122309 
IVa 12203-l 

Alexandria p/A 122306 
- ispringfield -(Va 22151 

1 Alexandria [VA 22X 
j Annandale IVa 22003 

l Annanj 
---G 

Va 
\?A 

IAnnandale IVa --*^- ..-._ _-- 122003] 

I 



[qjGGz&------~------ /Street Address - ‘State Zi -- i-i 



l_O:ganization -- IStreeLAddress ICity State zip 
I 

Shepherd’s Heart incorporated 
Smith’s Chapel United Methodist Church 
SprinFgfield Christian Charch 1 
Sorinafield United Methodist Church 

1st Earnabb Catholic Church j 
1st Christobher’s Eoiscooal Church 
1st Georgq’s United Methodisti 

2 Greaow the Great Church / 
St James Catholic Church i 
St John’s tJnited Methodist Church 

Methodist Church 

1st Paul’s Lutheran Church ; 

pt Steph&s lJnited Methodi& Church 

St. Anthoriy’s Catholic Church- 
St. John+ United Methodist Church 



OrganizaCi@3 
--- 

i: ICity 
.- 

Street Address -..- State Zip 
I 
I 

United Baptist 
I 

United Kotean Church : 
Universitv Church of Christ I 

Washlngtcjn Saehan Korean church 
Wav of Faith Assemblv of God 

[Word of Life Church lntl 1 I 

1 Fairfax Station iVA 122039 
1 Alexandria IVA 1 i 22310 
I- .  

tjailey’s Crossroads j.Va i 2204-i ’ 
Fairfax f Va i 22030 
Fairfax /Va 22031 
Fairfax h/A 122039 
Annartdale 
Fairfax - 
Fairfax 

jVa 22003 
IVa 22031 
]Va 22032 



I.:: xn: Anni? Xewart 
TO: Lise.Coiiins@inava.com 
&Me: Thu, Mar 3,20% 4% PM 
Subject: PolyHeme informatian 

Hi Lisa - Mary Jane Oldham asked me to detail for you the many ways in which we have pub!icizcd your 
PoiyMeme sturdy and the accompanying community meetings. Working from the outside to the inside, the 
list includes: 

- press release regarding community meetings 
- press release regarding special news conference with Dr. Fahkry 
- blurb in Management Updd Weekly, repeated several times (Inova Management Team) 
- biurb in ail hospital newsletters, including Monday Rounds (!Fi-i/lFHC/IHVIj, Exchange (IAH), Exchange 
(IMVH), Oak Post (IFOH), repeated severel times 
- bltirb in Checknotes (all employees) 

As you can see, we have cover, :d all of Inova’s internal audiences multipie times, as wet! as the 
community via the press. If you have any other questions, or would like a sample of one of the above 
itelns to share with your board, please do not hesitate to contact me and I can provide one for you. 

Anne Stewart 
Marketing C~mmunicafions 
Inova Health System 
8003 Forbes Place 
Springfield, VA 22151 

Phone: 703.321.2907 
Fax: 703.32 1.2956 
an~~a.stewart@nova.com 

CC: MaryJarre.Oldham~ino~a.corn,Deni’ira.Jot~nsonQinova.com 



Frail .: Kathlec;, ‘i homas 
‘i’0: Inova-Ali 
DaQe. Man, Mar 7, 2005 I:12 PM 
SUbjSCt: lnova in the news... 

Be sure to wa,tch your local news tonight on Channels 4, 5, LI pind 9 for a story about a study in which the 
lnova Regional Trauma Center at lnova Fairfax Hospital will participate. The study will involve the use of 
PolyHeme, an investigational blood substitute used to treat scvereiy injured and bleeding paiisnls who are 
in shock. 

Sarnir Fakhry, MD, chief, and Christopher Michetti, MD, trauma surgeon, Inova Regional Trauma Center 
at Inova Fairfzzx iiospital both spoke at a news conference explaining the study. 

An additional sto;j can be heard this aff ernoon on WAMIJ-FM Radio (88.5) between 4 and 6 p.m. 

t&bieen Thomas 
MediaR&tions Manager 
Inova Hea!th System 
703-776-28 9 1 
k:3fhleen.thomas@inova.com 



-_. ---.- 

lnova Fairfax Hospital, Fairfax, VA, is one of a few J>evel I trauma centers in the Unit& 
States considetir*g participation in a research study of an investigational, potentially life 
saving blood substitute for severely injured patients who are bleeding and in shock. 1% 
study uses a provision for an exemption from info-rmed consent requirements in 
accordance with federal regulations (2lCR.F 50.24) since it is anticipated that patients 
will not be able to provide consent due to the nature and extent of their ifijuries. Patients, 
their legally authorized representative, or family member will be notified at the earliest 
opportunity of their .inc?usion and the details of the research study. 

Community meetings will be held at Inova Fairfax Kospital, Physician Conference 
Center on March 7 

March 15 
March 22 

At 7 PM for all members of the community who are interested in learning more about this 
study ad to offer feed&k to representatives &the Inova Fairfax Hospital. 

For more infounation check the web @: at www inova erg and look for the PoIyHerme -;...A 
Trira2 under either Inova NeirJs or Health Informatio,~, or call Arietta van Breda, RN, 703 
504 3071 





--. 

El Tiempo Latino: March 18 
Washington Post Express: March 14, 17, 21 
Metro Herald: March 11, 18 
Washington Examiner: March 10, 14, 17, 20 
Kcrean Times: March 12, 14, 19, 21 

Thall!cs, 
Kim 

>>> Frletta VanBreda 4/7/2005 11:54:06 AM >>> 
:3i Kim; I 

!<ay I obtain the information about the ad, the papers the frequency of tne ad 
placement? 

I ne+cl to szbmit this information to the I%. ., I _. 

Kany thanks 

A-rletta van Breda, R.N., MSN, CCRC 
Clin>cal Research Manager 
703-504-3071 office 
703-764-7310 ID# 73527 PdCJer 
703-504-3944 fax 
arletta.vanbreda@incva.com 
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DJOVA FAIRFAX HOSPITAL INVITES THE PU!!LIC TO ATTEND A 
COMMUNITY MEETDIG TO DISCUSS -I-HE RESEARCH STUDY OF AN 

INVESTIGATIONAL BLOGD SUBSTITUTE IN TRAUMA PATIIZNTS 
TO BE CONDUCTED IN OUR COMMUNTY 

Falls Church, VA-MONTH, DATE, YEAR --Trauma-related injuries are a leading cause 
of death in Americms under 45 years old, affecting more than 2 million persons annm.l.ly. 
Plearly one in five trauma victims dies as a result of his/her LQjuries. 

INOVA FAIRFAX HCbSPITAL invites the p”&!ic to attend comnunity meetings at 
which members of its Trauma Semite will explain the d&Is of a national research sti~dy 
to evaluate m investigational blood substitute in severely injured and bleeding patients 
who are in shock. !n this study, PolyHeme tiP1 be comp~ared to the usual care. Study 
IPeatlxent would begin before arrival at the hospit& either at the scerxc= ofin.jury or in the 
z.mbu!ance, and continue through a 12-hour post injury period in the hospital. Only 
persons over 18 years of age who meet specific study critctia will be eligible 63 
inclusion. 

This research study is being conducted in accordame with federal regulations pemit-ti~~g 
a:1 exception from i.nfomed consent requirements under 21 CFR 50.24. Samir Fakhry, 
M.D., will explain these regulations and the study protocol and the potential risks and 
bmefits associated with participation. He will be available to answer questions. Yom 
comments and concerns will be solicited and addressed. 

The-forunI will -?kke-~~.ii~ on: Mardi 7 
March 15 
March 22 

In the Physician’s Co~~fe‘ereace Center on the Inova Fai&,x Campus at 7PPd. 
Please review OUT Tmzb page at www.inova.org and look for the PolyHeme Trial under 
either 3nova News or Health Information for more information, 

Members of the n:edia are irkvited to cove: this event 



CALENDAR ITEWUDAY, DATE 

Inova Fairfax Hospital has been chosen to participate in a national clinical research st~.udy 
of PolyHeme@, an investigational oxygen-carrying blood substitut;: for tmma use. I- 1- 
this study, PolyHeme will be compared to the usua! care. Study treatment would begin 
before arrival at the hospital, either at the scene of injmy or in the ambulance, md 
contkue through a 12-hour post injury period i? the hospital. In order to comply with 
federal regulations which permit this trial 60 be conducted without obtainkg the inXonned 
consent of the patients who will be enrolled, Inova Fairfax Hospital will hold threz 
f3mrmmity meetings on Mmh 7 

March 22 @ 7PM in the Physician Conference Cerkter on lihe 
campus of Inova Fairfax Hospital. 

These meetings are be&g conducted to inform tkc: public about the study and these 
re@ztions, to answer the public’s questions, and to obtain feedback from public about 
the stcdy. For further inform&ion, please visit their web page: at mvw.inova..org and 
look for the PoJyHeme Trial mder either Inova News or Health Information. 

_~-_- _.. .- 
A.I.1 interested staff and memh;ers of the corn&~&y are iti%ed to attend. 



__.~ .~ -- -- _ --_ --- 
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For Immediate Xelease 
h4arch 1,2005 

Kathleen Thomas 
703-776-28 11, 

Beth Visioli 
703-504-3438 

Falls Church, VA- Trauma,-related injuries are a leading cause of death in Americans under 45 

years of age, affecting mom than two million persons armually. Nearly one in five trauma 

victims in hemorrhagic shock dies as a result of his/her injuries. 

The Inova Regional Tmuma Center at Inova Fair&x Hospiti invites the public to attend one 

of stveml commtity meetings to hear the details of a national research study to evahxte an 

investigational blood substitute in severely injured and bleeding patients who are in shock. In 

this study, PoiyEeme will be compared to the usual care. Study treatment would begin before 

arrival at the hospital, either at the scene of injury or in transport, and continue through a I2-hour 

post injwy period in the hospital. Only persons over E 8 years of age who meet specific study 

criteria will be eligible for inclusion. 

This research study is being conducted in a.ccordance with federal regulations permitting an 

exception Tom informed consent requirements under 21 CFR 50.24. Samir Fakery, MD, cb+f, 

trauma and critical care services, Inova &egional Trauma Center at fnova Fair&x Hospital, c’rill 

explain these regulations and the stxxdy protocol as well as the potential risks and benefits 



comments and concern will be soilcited and addressed. 

Fm more information, please review oix Web page at wvm.inova.org and look for the 

PolyHeme Trial under Iaova News QT Wealth Information. 



Fur Mediate Release Kathken Thomas, 703-716-2&l I 
March 2,2005 Beth Visioii, 703-504-3438 

Falls Church, VA - Tra&na-related injuries are a leading cause of death in Americans 

under 45 years of age, striking more than two million people a year. Nearly one in five 

trauma victims in hemorrhagic shock dies BS a result of& or her injuries. 

Inova Regional Trauma Center at Inova Fairfax Hospital will soon begin 

participating in a natiozal research stu&i to evalua le an investigational ‘blood snbstitufe in 

severely injured and bleeding patients who are in shock. In this study, PolyMemeL@ will 

be compared to the usua1 care. Study treatment would begin befure arrival at the 

Hospital, either at thb cII a --ene of injury or in transport, and continue through a 12-hour post- 

injury period in the hospital. Only people over 18 years of age who meet specific snmdy 

criteria will be eligible. for inclusion. 

News conference to discuss d~etaih of PolyHeme study 

Monday, March 7 
l&30 a.m. 

Inova Regional Trauma Center at Inova Fairfax Hospital 
3300 GaXlows Road - Physicians Coxtierence Center (Sower level) 
Falks- Church, VA 

Samir: Faklwy, MD, chief, Trauma and Critical Care Services, 
Enova Regional Trauma Center at Inova Fairfax Hospital 



hova Regional “1‘; mma Cen;er at lnova Fair&a Hospiliti ~~;uiil hold several 

commtity meetings to hear details of the m&ma1 research study. 

This research is being con&clcted in mm-dance with federal regulations 

permitting an exception from informed consent requirements under 21 CFR 50.24. Samis 

Fakhry, MD, chief, Trauma and Critical Care Services, Inova Regional Trauma Center at 

Insva Fairfax Hospital, will explain these regulations and the study protocol, as well 8s 

the potential risks and benefits associated widn participation. 

Media may park in the B!me Parking Garage located across from the Physiciatis 

Conference Center. 

Inova Health S’&em is a not-for-profit heaM care system based in Northern Virginia 
that consists ofhosp:‘tals and other health services including emergency and urgent care 
cenfms, home care-, nu wkg hcmes, mental health and blood donor services, and wekess 
classes. Governed 3y a vohntmy board ofco:nmmiiy members, Inova’s mission is to 
provIa’e qua&y care aped inprove the health ofthe diverse communities we serve. 
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PBLYHEME COMNPCJNITY MEETING FlEEBACK FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specificall.y, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

G 
Y No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

i_l: 
yes.- No 

3. If a family member of yours were severely injured and bleeding and were to be trea.ted 
by the paramedics, would you want him or her to be enrolled in this type of study? 

c 
Yes No 

4. Do you have any comments or coxerns you wish to share with the investigators? 

Age: n 

Gender: Male -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



_- _._.__.- - _..__. ----.-.----_---.-- --.-- ..---.-.- _-. --_.- ~--- . .-.--. ._-.-.__ __ .- ..___ - __ - ._---~- - 

POLEHEME COMMUNITY MEETING FEEBACK FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

m No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics,, would you want him or her to be enrolled in this type of study? 

a No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Ethnic background: 

Gender: Male Female F 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



POLYHEME COMMUNITY MEETING FEEBACK FQRM 

Please circle your mswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 -. 
es No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes ’ No 

4. Do you have any comments or concerns you wish to share with the investigators? 

-.- 

Age: 93 Ethnic background: L&k&Q ~ 

Gender: Male Female Y -- 

Thank you for your participation today. 
Please caI1 Arietta VanBred.a at 703-504-3071 if you have any other questions. 



____ -.__-_-- .--- -- -- -. .- -. . - - .~ -- -- -- -- --- ~---- 

PBLYHEME COMMlJNLTY MEETING FEEBACM FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 . 

. 
Yes No 

2. If you were severely injured and. bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

_ 

0 
Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Ye No 

4. Do you have any comments or concerns you wish to share with the investigators? 

.-7 

Age: # 
Ethnic background: --- 

/ 
Gender: Male I/ Female -- 

Thank you for your participation today. 
Please call Arletta VanESreda at 703-504-3071 if you have any other questions. 



._--_. _ _.__ ._ __. ____ --~--.- - -----. -. - - --- - 
POLYIBEME COMMUNITY MEETING FEEBACM FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

c2 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 
.? f-Y 

, “Yes ,I No 
(-/ 

4. Do you have any comments or concerns you wish to share with the investigators? 
&zz&.& 4 j&#--q cq ~-fz& +y $ yhykq (a.& 

J b 
f-LA- $??I: b-p ‘%y ,-)-r& L’ P c CvL b-t/LA ia &I SC, L-tkc,, - d 

Age: qJ Ethnic background: ti 1dh 

Gender: Male Female / 

Thank you for your participation today. 
Please call Arietta VanF3reda at 703-504-3071 if you have any other questions. 



Please circle your answers 

1. Would you sup,port conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

G- 
Yes ‘- No 

2. If you wereseverely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

c 
-Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
the paramedics,, would you want him or her to be enrolled in this type of study? 

_- 

0 
Yes No 
\ 
4. Do you have any comments or concerns you wish to share with the investigators? 

- 

Gender: Male Femal f -- 

Thank you for your participation today. 
Please call Arietta VanI3reda at 703-504-3071 if you have any other questions. 



BOLYHEIME CQIkQ’vXUNITY MEETHVG FEEBACK FORM 

Please circle your mswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

c* No 

4. Do you have any comments or concerns you wish to share with the investigators? 

-~ 

Ethnic background: 

Gender: Male (GG 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



POLYHEME COMMUNITY MEETING FEEBACK FORM 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

/( t Yes 
9 1.. 

NO 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? G=+ u ‘Yes No 

~1. Do you have any comments or concerns you wish to share with the investigators? 

Age: -2.J Ethnic background: G - 

Gender: Male Female -- x 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



POLYHEMI;: COMMXJNITY MEETING FEEBACK FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics ill 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be tre.ated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 
[~qJ/J&f- (tlcc\hm *a -* 

-a- 

.- 

Ethnic background: I -- 

Gender: Male Female L, -- 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



__ .._ . _. .- - .- ---_ 

POLYHEME COMWJNITY MEETING FEEBACK F0Et.M 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 

mlled without giving their informed consent? 

2. If you were sevt 
your c~nnnunity~ M 

No 

3. Ifafa mily rnem 
by the paramedics, 

4. Do you have an 

md were to be treat 
VP e of study? 

the 
v- 

the paramedics in 

investigators? 

cd 

- 

-..-- 

Age: r’ Ethnic background: L dHr+fi+ - 

Gender: hliale Female d -- 

Thank you for your participation today. 
Please call Arietta VarBreda at 703-504-307 1 if you have any other questions. 



Please circle your mswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

0 Yes No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 Yes . NO 

4. Do you have any comments or concerns you wish to share with the investigators? 

-~-----.----- 

-- 

Age: Ethnic background: - 

Gender: Male d Female 

Thank you for your participa: ion today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



- -.. ---.-. .-- .- -..- - __. ~- 

POLE-HElUE CCdI%%FB%LJNITY MEETING FEEBACK FOR&% 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 
Ye No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
ypur community, would you want to be enrolled in this type of study? 

0 Ye 

3. If a family member of yours were severely injured and bleeding and were to be treated 
the paramedics, would you want him or her to be enrolled in this type of study? 

0 
ves No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: w 

Gender: Male 

Ethnic background: 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



.--_ __~ . .-___ .--.. -.- --. -- -..-. - - -..- 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

t!? 
Yis No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

-_ ~~~~~ n,-;\.. -. - -. .--... -... - Age: / Ethnic background: 
-- 

Gender: Male v Female -- 

-.. -. - ~. --. ..- 
Thank you for your participation today. 

Please call Arietta VariBreda at 703-504-3071 if you have any other questions. 



PBLYHEME COMMUNITY MEETING FEEBACK FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

/--- 

L 
’ Yes/ No ,_I’ 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

c 
Yes/l No I C,- 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics: would you want him or her to be enrolled in this type of study? 
f---Y 

L es j No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Gender: Male -- Female L/ 

_____ .._ .~~~~ -.. .- _~~ ..-- --- - 
Thank you for your participation today. 

Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



Please circle your lmswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

YT2-y .’ No 
c/ 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

.- -5Gy No 
i, _.. 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 
-. -  -___n-  

Gender: Male 

Thank you for your participation today. 
Please call Arietta Va.&reda at 703-504-307 1 if you have any other questions. 



_. .--- - -- ._____ - ---- - ~. .~ 

POLYHEME CBMMUXITY MEETING FEEBACK FORM 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community; would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? .- 

0 
Yes-\ No 

4. Do you have any comments or concerns you wish to share with the investigators? 

Age: SB Ethnic background: (&LL c.Qs QLi.7 

Gender: Male Female -~ !/ 

_~ 
Thank you for your participation today. 

Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

a No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

..- ----...4---. -._- .-..-.._~_----. .-.- -. ..~ 

Age: 30 
.’ 

Ethnic background: /:.&‘&&Z?J ;L% 
A-‘*- 

Gender: Male -- Female /i” 

..~ -.. .- -. 
Thank you for your participation today. 

Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

6 
Yes No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your comm-tidy, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics,, would you want him or her to be enrolled in this type of study’? 

CL-J f*-Q-~# 

4. Do you have any cornm 

-.-- 
Age: 39 Ethnic background: &,@,&,Q~‘U 

Gender: Male Female J 

Thank you for your participation today. 
Please call Arietta VarBreda at 703-504-3071 if you have any other questions. 



-- -.- -.-. .-- --- 

Please circle your tmswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 
Gs No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

d 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

Gender: Male b Female -- 

~_ _. ..__ .~. __. _~ .__... ~~- . ..~_. - --. .- .._.. -~ . . . _.~~. .~_.. .~ 
Thank you for your participation today. 

Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

0 
Yes NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community,-would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics~ would you want him or her to be enrolled in this type of study? 

0 
= Yes NO 

4. Do you have any comments or concerns you wish to share with the investigators? 

-- 

. 

Ethnic background: 

Gender: Male Female -- 

Thank you for your participation today. 
Please call Arletta VarBreda at 703-504-3071 if you have any other questions. 



Please circle your answers 

1. Would you support conducting a study such as the one described in this connnunity 
meeting, specifically, a study in which severely injured and bleeding patients would be 

_ enrolied without giving their infcimed consent? 

2. If you were sevmerely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes 

4. Do you have any comments or concerns you wish to share with the investigators? 
’ -- . ’ ’ 

1. -- 

---- 

Age: Ethnic background: 

Gender: Male Female _ 

- 
Thank you for your participation today. 

Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



Please circle your tznSwers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

Yes 

4. ts or concerns you w 

Gender: Male -- Female !/ 

Thank you for your participation today. 
Please call Arletta VanBreda at 703-504-3071 if you have any other questions. 



- --- -- .- -. .-- -. 

Please circle your answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? .._ 

NO 

u were sexrely injured and bleeding and were being treated by the paramedics in 
your comm&ty, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

No 

4. Do you have any comments or concerns you wish to share with the investigators? 

.--u- 

Age: Ethnic background: 

Gender: Male 4 Female 

Thank you for your parucipation today. 
Please call Arletta VarBreda at 703-504-3071 if you have any other questions. 



-. _.--- --~- 

Please circle your answers 

1. Would you support conducting a study such as the one described in this connnunity 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

es 
-D 

No 

2. If you were severely injured a,nd bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have any comments or concerns you wish to share with the investigators? 

-- 

-i 

- 

Gender: Male Female ’ -- x 

Thank you for your participation today. 
Please call Arietta VanBred at 703-504-3071 if you have any other questions. 



_ -. .- - ..-. .-..- - -~ _ ~~- -- ----- --- .- 

Please circle your ‘answers 

1. Would you support conducting a study such as the one described in this community 
meeting, specif?cally, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

No 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? 

No 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

0 
Yes No 

4. Do you have any comments or concerns you wish to share with the investigators? 

--- -3 -~ ~-. ---~ --~- -- -- --- Age: ?J? Ethnic background: 

Gender: Male Female -- 

Thank you for your participation today. 
Please call Arietta VanBreda at 703-504-3071 if you have any other questions. 



Download and save this Microsoft Word document. FiBl out the document, alpd e- 
mail it to Arletta.van~reda~illova.com. 

1. Would you support conducting a study such as the one described in this community, 
specifically, a study in which severely injured and bleeding patients would be enrolled 
without giving their informed consent? (Type Yes or No in the space below) 

YES 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrolled in this type of study? (Type Yes or No in 
the space below) 

YES 

3. JP a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? (Type 
Yes or No in the sp;sce below) 

YES 

3. Do you have any comments or concerns you wish to share with the investigators? 
--- 

-- 

Age: 50 - -- Ethnic background: Caucasian 

Gender: Male -- Female -X 

Thank you for your participation today. 
Please call Ar:,etta Varrreda at 303-504-3071 if you have any other questions. 



- -._. --. .-~ _ 

Please circle your tanswers 

1. Would you support conducting a study such as the one described in this community 
meeting, specifically, a study in which severely injured and bleeding patients would be 
enrolled without giving their informed consent? 

c3 
Yes NO 

2. If you were severely injured and bleeding and were being treated by the paramedics in 
your community, would you want to be enrobed in this type of study? 

No L 

3. If a family member of yours were severely injured and bleeding and were to be treated 
by the paramedics, would you want him or her to be enrolled in this type of study? 

4. Do you have awomments or concerns you wish to share with the investigators? 

a- *& 
-*_NI__I -- w. 

--- I- -w-w 

Age: 3 ! Ethnic background: 
/ 

Gender: Male Female J -- 

- -.-...-- -.. 
Thank you for your participation today. 

Please call Arietta VanBreda at 703-504-3071 if you have any other qestions. 
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Media O&let Resz~~ ----- -- 

WRC Channel 4 Story3/7/05 

Washington Eusin.ess Journal Story 3/T 5105 

Metro Radio Networks story 3/7/05 

WUSA Cimnel 9 Story 3/7/05 

Washington Examiner Story 3/8/05 

WTTG Channel S Sta-y3/7/05 

W,zUvfU Radio 88.5 FM Story3/7/05 

Kojo Nnamdi Show (WAMU) story 3il o/05 

Connection Newspape,rs Story 3i!7/OS 


